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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 2 is rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. It is unclear as to the metes and 
bounds of the claim because on line 7, the "balance pad is provided on the 
holding portion side in the reagent pad arrangement region," whereas on line 3 
the "holding portion" and "reagent pad arrangement region" are described as 
separate portions ("portion other than"). How can the balance pad be in the 
holding portion and in the reagent pad arrangement region if the holding portion 
is a portion "other than" the reagent pad arrangement region? 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

4. Claims 1-8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Engelmann et al (USP 4,837,043). 
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Regarding claim 1 , Engelmann et al teach a diagnostic test strip ("a 
sample analysis tool") comprising: a substrate (Figure 2:3); and a reagent matrix 
portion ("at least one reagent pad provided on the substrate") (Figure 2:5), and a 
elevated portion ("wherein a balance pad is provided on the substrate") (Figure 
2:4). The elevated portion is fully capable of adjusting at least one of weight 
balance and friction balance of the sample analysis tool. 

Regarding claims 2-4, Engelmann et al teach the diagnostic test strip ("the 
substrate is in a strip shape") (col.4 line 1), and one end portion of the substrate 
is fully capable of serving as a holding portion (Figure 2: side opposite 5) which 
comprises the elevated portion ("the balance pad is provided on the holding 
portion side in the reagent pad arrangement region" "the balance pads is in a 
range of 1 to 3") (Figure 2:4) and a portion other than the holding portion serves 
as a reagent pad arrangement region ("the at least one reagent pad is provided 
on a side opposite to a holding portion side in the reagent pad arrangement 
region" "reagent pads is in a range from 1 to 8") (Figure 2:5). 

Regarding claims 5-7, Engelmann et al teach the test strip can contain 
one or more reagent zones and usually contain different reagents for the 
detection of various substances ("wherein two or more reagent pads are 
arranged in series along a longitudinal direction of the strip-shaped substrate") 
(col. 4 line 1-7) such as urine test strips contain reagent zones for glucose, pH, 
ketone, bilirubin, nitrite and hemoglobin zones ("a urinalysis" "glucose (GLU), 
protein (PRO), bilirubin (BIL), pH, ketone bodies (KET), nitrite (NIT), and at least 
one reagent pad is provided for each test item"). 
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Regarding claim 8, Engelmann et al teach the color intensities were 
observed corresponding to the increasing glucose contents ("which is analyzed 
by an analyzer") (col. 6 lines 37-40 and col. 7 line 46-47). 

Conclusion 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to DENNIS M. WHITE whose telephone number 
is (571)270-3747. The examiner can normally be reached on Monday-Thursday, 
EST 8:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Jill Warden can be reached on (571) 272-1267. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

dmw 

/Jill Warden/ 

Supervisory Patent Examiner, Art Unit 1797 



